SOP Title: Diagnostic sample flow (including techniques, handling and storage, preservation and shipment) Study title: Diagnosis of neglected tropical diseases (NTDs) in patients presenting with persistent digestive disorders (≥2 weeks) in Côte d'Ivoire, Indonesia, Mali and Nepal.
Scope and application
This SOP provides an overview on diagnostic procedures in the NIDIAG study on persistent digestive disorders. Specific details on the respective laboratories are given in the corresponding SOPs while the sample flow and work-up are described in this document. 
Responsibilities

Diagnostic techniques and procedures
Urine sample
The only test to be performed on fresh urine samples is the POC-CCA RDT for diagnosis of Schistosoma mansoni. Due to the epidemiology of this trematode, the test will only be done in the African study sites (Côte d'Ivoire and Mali). See SOP on the 'rapid diagnostic test POC-CCA for the diagnosis of S. mansoni'.
Stool samples
To have sufficient stool material for all diagnostic procedures, a minimum of ~60 grams of stool is needed. Preferably a container of minimum 125 ml is provided to the patient, which should then be filled at least two-thirds full to a marked line.
o When the amount of stool is not sufficient, try to obtain a second stool sample (countryspecific agreement). This must be noted in the CRF. o If a sufficient amount of stool cannot be obtained, there is a need for prioritisation of the employed diagnostic tests in the following order: 1. Aliquot for molecular post-hoc testing (~3 g of stool) (see SOP on 'Preparation for post-hoc molecular testing') 2. Aliquot for bacteriology (only in case of diarrhoea). o Note: Even if the amount of stool is sufficient for all diagnostic tests, it will be logistically easier to adhere to the aforementioned list of subsequent examinations throughout the whole study process and to process every stool sample in this order.
Attempts should be made to obtain the stool sample before (empiric) treatment is started. However, the NIDIAG project is a non-interventional study and the common clinical practice (e.g. during outpatient consultations) will not be influenced.
These are the volumes needed:
Sample storage and preservation
Refer to the SOP on "Preparation of aliquots for molecular post-hoc testing" for details. In brief, samples should be stored in 96% ethanol at the coldest possible temperature on each site (-80°C, -20°C or 4°C).
Shipment of samples
Refer to the SOP on "Preparation of aliquots for molecular post-hoc testing" for details.
Importantly, all aliquots have to be sent first to the Swiss Tropical and Public Health Institute (Swiss TPH) in Basel, Switzerland and will then be distributed to the different European reference laboratories.
All samples should be sent to the Swiss TPH within 6 months of sample collection.
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